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AccessGUDID, Are You There Yet & 
Why You Should Be?

Understanding UDI & the latest deadlines.

CDR Stephen Smith, CSO - June 2021
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Goals

ÅUDI History & Current guidance

ÅExtensions to some timelines

ÅSources/Links for UDI info 

ÅWhat to expect from the inspection 
ǇǊƻŎŜǎǎΧ
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Establishing a UDI System

www.fda.gov

Develop a standardized system to create the UDI

Place UDI on label and (sometimes) the device 

Create and maintain the Global UDI Database

Adoption and Implementation

UDI Final Rule

[78 FR 58786]

Sept 24, 2013



4

Why make this system?
ÅTo offer a range of benefits to industry, FDA, 

consumers, health care providers and health care 
systems by:
ÅAllowing more accurate reporting, reviewing and 
ŀƴŀƭȅȊƛƴƎ ƻŦ ŀŘǾŜǊǎŜ ŜǾŜƴǘ ǊŜǇƻǊǘǎΧ
ÅReducing medical errors by precisely identifying a 
ŘŜǾƛŎŜΧ
ÅEnhanced analysis of documented device use in 

Electronic Health Records & Clinical Info systems
(More can be seen on Benefits of a UDI System.)
Åhttps://www.fda.gov/medical-devices/unique-device-

identification-system-udi-system/benefits-udi-system

https://www.fda.gov/medical-devices/unique-device-identification-system-udi-system/benefits-udi-system
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Date
Must bear a UDI and

Submit data to GUDID
Direct Marking

(for certain intended uses)

Sep 24, 2014
Class IIIdevices
Devices licensed under the PHS Act

Sep 24, 2015
Implantable, life-supportingand
life-sustaining (I/LS/LS) devices

LS/LSdevices

Sep 24, 2016
Class II devices
(not I/LS/LS)

Class III devices anddevices licensed 
under the PHS Act

Sep 24, 2018
Class I devices
Unclassifieddevices
(not I/LS/LS)

Class II devices
(not LS/LS)

Sep24, 2020

Class I devices
Unclassified devices
(not I/LS/LS)

Class I devices
Unclassified devices
(not LS/LS)

Sep 24, 2022

Class I devices
Unclassified devices
(not I/LS/LS)

Class I devices
Unclassified devices
(not LS/LS)

2018 
Guidance

2020 
Guidance

Implementation Timeframe

2018 
Guidance
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Where to start?
ÅA unique device identifier (UDI) is a unique numeric or 

alphanumeric code that generally consists of the following:
ÅDevice identifier (DI), a mandatory, fixed portion of a UDI 

that identifies the labeler and the specific version or model of 
a device.

ÅProduction identifier (PI), a conditional, variable portion of a 
UDI that identifies one or more of the following when 
included on the label of a device:
ïLot or batch number within which a device was manufactured
ïSerial number of a specific device
ïExpiration date of a specific device
ïDatea specific device was manufactured;
ïDistinct identification code required by §1271.290(c) for a human 

cell, tissue, or cellular and tissue-based product (HCT/P) regulated 
as a device.
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What is the UDI?

Required on the device label, 
packages and, in some cases, 
on the device itself

Code in plain text and 
machine readable format 
(AIDC)
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C5! ¦5LΩǎ ²ŜōǇŀƎŜ 
Unique Device Identification System

https://www.fda.gov/medical -devices/device-advice-
comprehensive-regulatory-assistance/unique-device-
identification-system-udi-system

https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/unique-device-identification-system-udi-system
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FDA Email Notifications Info from:

https://www.fda.gov/about-
fda/center-devices-and-
radiological-health/subscribe-
cdrh-mailing-lists

https://www.fda.gov/about-fda/center-devices-and-radiological-health/subscribe-cdrh-mailing-lists
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Reference device identification information

Submit once ïreuse in downstream systems

Optimize data quality based upon use

Data Submission

Data Use
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AccessGUDID website (home page)

https://accessgudid.nlm.nih.gov/

https://accessgudid.nlm.nih.gov/
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AccessGUDID (Basic Search)
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What to expect from the 
ƛƴǎǇŜŎǘƛƻƴ ǇǊƻŎŜǎǎΧ

ÅReview of new products, and products that have 
been updated with changes to labeling that 
should have been submitted to FDA 

Å21 CFR 801 ςLabeling, points to part 830 and 
tŀǊǘ уолΦоол  ƛŘŜƴǘƛŦƛŜǎ ά¢ƛƳŜǎ ŦƻǊ {ǳōƳƛǎǎƛƻƴ 
ƻŦ ¦ƴƛǉǳŜ 5ŜǾƛŎŜ LŘŜƴǘƛŦƛŎŀǘƛƻƴέ 

ÅVerification of meeting those timelines for 
product in distribution
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Part 830 Unique Device ID
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Part 830.330 - Times for 
Submission of UDI
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(hand-held bar scanner)

DIςDevice Identifier
PI ςProduct Identifier

- lot #, Mfg #, Exp Date, etc.

Transfer essential device information to 
other Health Systems 
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Electronic Health Records Data about 
Implant Moves with Patient
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OpenFDA

https://open.fda.gov/apis/device/udi/

API- an application programming interface 


